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DETAILED ACTION 

Claim Objections 

1 . Claims 8 and 30 are objected to because of the following informalities: In claim 
18, it is unclear if the "at least one volume reducing element" in line 3 is referring to the 
"at least one volume reducing element" in lines 14-15 of claim 8 or a different at least 
one volume reducing element. It is suggested that the wording of "at least one volume 
reducing element" be replaced with "said at least one volume reducing element". In 
claim 30, it is unclear if the "at least one proximal terminal" in lines 9-10 is referring to 
the "at least one proximal terminal" in line 8 of claim 30 or a different at least one 
proximal terminal. It is suggested that the wording of "at least one proximal terminal" be 
replaced with "said at least one proximal terminal". Appropriate correction is required. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claim 29 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. In claim 29, it is unclear which volume reducer from the 
plurality of volume reducers recited in line 13 of claim 29 is being referred to with 
regards to the use of "the volume reducer" in line 16. 
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Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claims 1 -29 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over Ash 
(U.S. Patent No. 6,958,049) in view of Bierman (U.S. Patent No. 5,318,546). Ash 
discloses a catheter-flushing system having a tubing system comprising a single 
extension tube (14) and a volume reduction system (20). The single extension tube 
(14) is in fluid connection with an indwelling portion of a catheter (10). In lines 9-28 of 
column 6, Ash discloses that the tubing system or catheters can include single or 
double lumens. The tubing system defines an internal volume and at least one proximal 
terminal including a seal (28). The proximal terminal has intermittent connection with an 
external fluid source or a flush solution such as saline (lines 14-16 of column 5) or a 
mixture of a diluent and at least one of an anticoagulant and an antimicrobial agent 
(lines 25-36 of column 7). Activation of the volume reducer is capable of reducing the 
volume within the tubing system by a plurality of discrete volumes. Ash discloses the 
system substantially as claimed. However, Ash is silent on the catheter-flushing system 
having at least one volume reduction comprised of at least one of a plurality of volume 
reducers, a single volume reducer having a plurality of levels of reduction, and a single 
volume reducer comprised of a plurality of multiple elements. Bierman discloses a 
single extension tube (18) with a volume reduction system comprised of a plurality of 
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volume reducers (20) or a single volume reducer (22) having a plurality of levels of 
reduction (42) or a single volume reducer (22) having a plurality of multiple elements or 
clamps (20) where the volume reduction system is used to control fluid flow in the tube. 
It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to substitute the volume reduction system of Ash with the volume 
reduction system as taught by Bierman as a mere substitution of one type of volume 
reduction system and also because the reduction system of Bierman allows for better 
control of the fluid flow in the tube (lines 29-47 of column 10). 

As to claim 8, the patient mounted system includes a single extension tube (14) 
having a distal end connectable to a catheter (10), an internal open space defining a 
variable internal volume, and a lumen extending through the tube. The volume reducer 
comprises at least one volume reducing element (20) mounted within the system where 
the element comprise a clamp. The volume reducer can be considered to be a pinch 
clamp and also defines opposing elongated opposing surfaces. The tube (14) has a 
variable internal diameter (see lines 16-18 of column 6) and includes an enlarged 
portion as seen in Figure 1 . Ash discloses the system substantially as claimed. 
However, Ash is silent on the system having a plurality of volume reducers. Bierman 
discloses a single extension tube (18) with a plurality of volume reducers comprising of 
volume reducing elements or clamps (20) which are used to control fluid flow in the 
tube. It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to substitute the volume reducer of Ash with the plurality of volume 
reducers as taught by Bierman as the plurality of volume reducers of Bierman allows for 
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better control of the fluid flow in the tube (lines 29-47 of column 10). 

As to claim 19, the medical device comprises a fluid-lock system with a distal 
portion which defines an indwelling portion and a single extension tube (14) having an 
internal space defining an internal volume. The medical device also has a volume 
reducer (20) for engaging the system and for progressively reducing the volume of flush 
solution contained within the internal space by facilitating movement of at least 
sequential portions of the flush solution into a blood vessel. Ash discloses the system 
substantially as claimed. However, Ash is silent on the medical device having a plurality 
of volume reducers. Bierman discloses a single extension tube (18) with a plurality of 
volume reducers (20) which are used to control fluid flow in the tube. At least one 
volume reducer is configured to reduce the volume of the single extension tube a first 
time and at least a second volume reducer is configured to reduce the volume a second 
time such that the second residual volume is less than the first residual volume. It 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to substitute the volume reducer of Ash with the plurality of volume reducers 
as taught by Bierman as the plurality of volume reducers of Bierman allows for better 
control of the fluid flow in the tube (lines 29-47 of column 10). 

As to claims 27 and 29, the system includes a reservoir comprising a single 
extension tube (14) and a volume reducer (20) configured for engaging sequential 
portions of the reservoir. Ash discloses the system substantially as claimed. However, 
Ash is silent on the system having a plurality of volume reducers. Bierman discloses a 
single extension tube (18) with a plurality of volume reducers (20) which are used to 
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control fluid flow in the tube. At least one volume reducer is configured to reduce the 
volume of the single extension tube a first time and at least a second volume reducer is 
configured to reduce the volume a second time such that the second residual volume is 
less than the first residual volume. It would have been obvious to one having ordinary 
skill in the art at the time the invention was made to substitute the volume reducer of 
Ash with the plurality of volume reducers as taught by Bierman as the plurality of 
volume reducers of Bierman allows for better control of the fluid flow in the tube (lines 
29-47 of column 10). 



Allowable Subject Matter 

6. Claims 31-36 are allowed. 

7. The following is a statement of reasons for the indication of allowable subject 
matter: As to claims 30, 31 , and 35, the method for intermittently flushing the lumen of 
an indwelling catheter including the step of reducing the volume of the extension tube a 
first time to define a first residual volume and a second time to define a second residual 
volume where the second residual volume is less than the first residual volume in 
addition to the other claimed steps of the method was not found in the prior art. As to 
claim 32, the method for intermittently flushing the lumen of an indwelling catheter 
including the step of reducing the volume of the extension tube a first time to define a 
first residual volume where the first residual volume is less than the initial volume of 
flush solution in addition to the other claimed steps of the method was not found in the 
prior art. 
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Response to Arguments 

8. Applicant's arguments filed March 16 2009 have been fully considered but they 
are not persuasive. In response to applicant's argument in Iine7 of page 23 to line 13 of 
page 25 that there is no suggestion to combine the references (that Bierman teaches 
away from the present invention), the examiner recognizes that obviousness can only 
be established by combining or modifying the teachings of the prior art to produce the 
claimed invention where there is some teaching, suggestion, or motivation to do so 
found either in the references themselves or in the knowledge generally available to one 
of ordinary skill in the art. See In re Fine, 837 F.2d 1071, 5 USPQ2d 1596 (Fed. Cir. 
1988)and In re Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). In this case, 
both Ash and Bierman disclose catheter-flushing systems with a single extension tube 

in fluid communication with an indwelling catheter and further with a volume reduction 
system. The teaching of providing the volume reduction system of Bierman to the 
catheter-flushing system of Ash is a mere substitution of one type of volume reduction 
system for another where both the volume reduction system of Ash and the volume 
reduction system of Bierman can be used to stop the flow of fluid in the extension tube 
from a fluid source (see lines 49-58 of column 3 and lines 29-47 of column 10 of 
Bierman). 

9. Applicant's arguments, see line 13 of page 25 to line 15 of page 26, filed March 
16 200, with respect to claims 30-36 have been fully considered and are persuasive. 
The rejection of claims 30-36 has been withdrawn. 
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Conclusion 

10. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BHISMA MEHTA whose telephone number is (571)272- 
3383. The examiner can normally be reached on Monday through Friday, 7:30 am to 
3:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on 571-272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
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Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Bhisma Mehta/ 
Examiner, Art Unit 3767 
/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 



